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^ ^11 ^1*1^1 (glyceryl dibehenate) -S-thM- 'StM?]^ ^*V^-£ Jl^I-^^I afl3=>y-ti-§- 
^ ^SA] 7f^m, ^°-^*| -g-^ rf^-, #<3H^ -g-#£)£r 

uj-^^, £ ig^cq afl^ig^ 3L7 r ^ Aj-ti]-. ^fl^^-ol ^ 0 -| 

^ ^ ^"iS-Al^ xfl ^TflsHl ofs. -f 3}* Jl4^-^S. ItAIa]^ 

£ 1 
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3^^)055579 o^y : 2 004/6/25 

ti^J ^ lofl 4= ^S^l ^|^|. {PREPARING METHOD 

FOR CONTROLLED RELEASE TYPE FORMULATION CONTAINING TAMSULOSIN HC1 AND THE FORMULATION 
THEREOF} 

£ 1^: 4^1 fiS^l ^*K%, -a-)s* ^2fl^ «xv 

€ ■(%. -0-)H tfll£ 5.0} ^611 3g5 -g-##^r #3: HlSt!: 

3E 2^ £ 1<*1| q-E}-^ ^sflo] ^4=^ t^S^l #«(^*M-ii-f*q, SH! 5 -^ # 

-t (%, -O-))^ tfl^ o]^l S.^ ^ ^Al^^ofl ^tb ^ -€-#^4 oi^fl ^ ¥ 

°H "t^" ^#^-£(ng/ml , -♦-)^ ^^r^l» M-b^tt £^1^ , flcjjjzj. 
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1^^055579 ^ 2004/6/25 

<3> ffc^S-a aJH (control led or sustained Tamsulosin formulation)^ 

^ =l<^ 4€- *1^M§ ^5.41 *MH ^ -fM -g-*lH -8- 

^^-ofljij- «.^^^_A^ HTg-x]- ^^-^1 ^ # 41 el wl-sm^ (glyceryl 

dibehenate) ^^1^1^ ?H ^ -frJL ^#^1 % 

i5.Aja| ^ifl^l]^ <#o_3. *l^o_5. *M A 3*fl °1-§-!h8: 7fl*H 

<4> T5>713 IS. ^S^KTamsulosin HCl; (-)-(R)-5-[2-((2-( o 

sKEig. ^6)1 <^ 7)^3 3)^) 4= tiflis, ^ ^Ajvg. 7 flAj ^sM^ -B- 

«fl =r^ c l IH^-Hr ^^^i ^ jis. ^«e^i -r^-i: ^^i^}7i 

WfliL^ll^^- 7fl^ xflxl ^Al^lrf. ^Tfl 1^ 15| ^-^ jQjg*) >ll^l7> Al^; ^ofl 

<5> [J^W I] 
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#^ 2004/6/25 



<6> 



Q -S v 




iH 




O' 



HCl 



o^ASL^L, ^<*m SHfro] ZL ^*>7l ^«flA^ ^xfl^^ >jogo] o}= # 

# ^ ^#1- »H7> ^JLtsKELS tj-o^ *)]tg<q ^ ^ ^.g. 7 fl^>7l ^tb 

A%$\ A*\ A A ^ ^-8- Xl^m ^s. ^i-o] 

^ *&&o) A°]s\^ -fh^ AA$-*] *]iL«*f| tfltb 4^= ^-g-s 

(compliance)* /fl^Ka ^ ^ ^o.^ ^t^Tll ^ ^ *r 

&7l t«fl§-ofl ^tfl» £5.^- ^ 7 > ^rf. 

0 l2^ ^ ^-8- *1**M3 AA^ n. A^ ^ ttfef, 1) *f|o^ 

^JLS Jl^> ^-o] ^^^oflo]] \+-g-^o]^uf Ir-g-^o] o]-g.^ ^-a> . 

*1H^ AA, 2) q=# *lH*Hr ^,^6Bo]] ^-Sfls]^ wj-^H-i-^o} -g. 

^#61 -§-#E)7ll+ -g-^m ^ofl ^o] -g-#S]fe ^Bfl^ # ^6fl o]^ 
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#^ <a*}: 2004/6/25 



A>-§-S)uL SK> *lH^ 2fl*)l<>H, ol ^-A> *H;fe l:-g-A^ 3)BVo)l yQ6) 

^#<>1 ^ EL^r ««B ^H*^ o]s 4 _ ^ 

«J-#S]^ ^Eflo) ^]^] # ol^rf. 
^Sfl£) 7l#S.^ p]^-^ ^]4 > 772 ) 475Jl(tfl-g- J^iM^l ^-m^-n. 93-72453.: <>> 

*>it-f *| 4) °) 0^ 7 }*-X\ 77} 7}o] A»i=- s$^L JjLa} A] <*A> ^^Ajo] Xjd^dl J^-g. q-B)-lJfl£ 
- ^>7l fl*H PH 7}^ iflOfl 2]=tt ^A]^ s^-fr n>S.Jl o]» ufA] pH 9)^*§ 7] 

4: 
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<14> 


*3 




<15> 


<J o 




<16> 






<17> 




w^ivxiign speea mixew, ^-u.^- -cr^x} vuitra high 


<18> 




cnppfl mivorl S S "^ZL &} -7] XT Q ^1 £> -£."1 ,0 —r rati 

ecu mixer j , tt o o o e. °l"S"^r a i 


<19> 






<20> 




5 : ^ 44M #2:^ 3U«H 33 0.1~1.0mmS. 


<21> 






<22> 






<23> 




w -is /r^l-ii. ^ji^p -&-^7| (.ultra high speed mixer) 


<24> 




ii o o -j-«Tg/| t_ ^^/KgranulatorjiiL £ Y , 


<25> 




511 ^ fried TE] O 3 ^11^. 


<26> 


O a 




<27> 




8 : ^ 7^ *lx\)^~$r 3.7) S. 


<28> 






<29> 






<30> 


Zie]u|- #7li& ^Sflo] 7l#^ Jfl6Q^ <5^o} ^6))Ai & ^ 







^JL^ ^71, 2:^71, 4^71 ^4 ^ 317^ A>-g-^o>^ ^ ^ f 
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<3i> c^o] <gA> ^o] ^ ^^o] 3^ ^^(^^ 0.1~0.2mg/l^ 

^ UMH^ ^ ^S\o) ^ 

Tfl € ^7} ^V^lTfl S)al, ZLofl ^ *)H 1^ <W ^4) -fr*H ^sfl^- 7}^ 

<32> ^.g. »l^>^ cf^. ^4) 7l#S.A^ ji^l ^-a>^# ol-g-^ ^-i- ^ 

SU-^, ^S. 7>-g-3|.u}- o]-g.^- 7 fl^ -3} ^ ^-ol^ol -SL^ojgi 4$^4\ 

^#,8: *lH*>7] ^Sfl -g-g-S]^ SMIflHJ A>-§-^4. 

<34> -§-8"^^ 7>*f) ^o] tj.^ x^A^ *f|3E:*Hf ^JliM, 

7><iS. «£*H ^S<>] 4"^7> ^ ^W^, ^ 4^ tt|.^ -§-«fli ^ ^o] 

<35> -g-Bfl^-a, v+-g-Aj ^4 g-jQ* ^A]ofl 7>-g-5M^ ^ -g-Bflofl ^-Ol -g-pfll- 
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3^^)055579 #^ 2004/6/25 

« ^-§-0.^ f-^^fe 7j^ ^-g- 7]<^ »lS^-7l ^tb ^] 7l#^l^ 

* Jl3j-^ ^7> ^ ^-§- 7M1<5} 7fl^J17.} ^ <£^- 

^ ^"i: ^Ttt 4^ a!7>^ ^^B^-ol Jl 

?H ^^H JL^ -8-ol^-Tl] ^ig- ^ O^^. ojofl 7l^*H ^ 

^S^lo] z\)^d\)x\ «a^-5>7fl 7)1^ <$CLsL 7.1^^ O.S. *H ZL ol^^- 

at!:, ^ ^-^^r ^7>^ 7^ ^ tfl^^ 7}^r 
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1^^)055579 ^ 2004/6/25 

dibehenate)* ^#^1 o] 7>^-<^ <^^-^ 

<42> ^S^ofl^ A>-g-5j^ h^-a> -&] j= -If- ^ ^^.^ p|1 ^ ^WrsLSL^ pm] ^ cf 

^-0.^, ^l-ofl^ ofA> bJ-^AI 1 ^^«-of| rfl^o^ 10 ifl*] 150 

25 xfl*l 100 #^0]^. ^S^HH 4^3] ^-f ^ 

-§-#-§:-§: ^°\)*\ *\sL ^ -g-# sflitM- ^.o]^ jr^l ^.XV^ ^Efls. 

A] ^1 ^ ^•i-S.^S] ^7>» -g-^A^ ^ ^ S-ig^. &<L^, ofl 
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A>-g-S|7H *^tr <9=, eflfitO, 1 ^^o)l tfl*M 150 ifl 

*] 500 A>-g.sq^, HV^iJ^Xlfe 180 xfl^l 300 ^8=4<>lt*. 

^A] ^Aj *fl^ ^ 2:^-7] ^-sH ^7>E|fe- ^fASA^ ^ Afl^t] tt] L) ^ ^Aj <£ Aj 

-§-#-§:-§: €tt ^«^o.s. §4. A>o^o_ S i, Compretol 888 ATO® 

^ <3^> fiS-il 1 ^Jfofl cfl^H 10 tfl*| 200 ^^3. A>-g-S>zi, wV^-aj 

*>7fl^ 25 ifl*| 150 ^^S. A>-g-§>^. ^o]cf. atb *1 = ^ €#3. 

3] £r#^ ^tr ^*fl» *<M^H 3? -S-*^^^ Al#^.<& 3*0 ^Efl 

* ^MTfl §>3l XlX]^ #^§4. -tf^JlSfe: Metolose 60SH4000® ^ a>-§-^- ^ 

SSL^, ^ ^3*1 1 f^Jfofl cfl^H 10 tfl^l 300 ^^3 A>-§.^j-31, w>^^>7fl^ 25 
xfl^l 200 #^3 A>-g--g>^ ^o]^. 

^xj- -s-l^Al =3.JM««-3.J2.£i; ShinEtsu a}*^ Metolose 60SH-4000®, Metolose 
60SH-50®^-4, Pharmacoat 606® ^ ^Aj ff^|^o] 7 fl^ ^S,±^o] S)^X\ 
53.^ o|| ^1-3.2.^; ShinEtsu L-HPC®( Grade 11) ^ ££r a^l^S. -s^-s-a] 

^t, h^#^, ^ ^t 3 . ) oiAj. ^ 
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(A) 3fM ^ #7fl: 

<48> -fhJL ^ ^fAlA^ <*A> b^SA] 1-f^s. ofl^§- t SHIP'S, T£i=. 

o]s-^ oj^eq ^ ^ 150-500 w]-^-3j^}7fl^ 180-300 -g-«fl^m t^g-, 

q-Al *|]l<3 = ^^aI^^pII^^I-s.^ca) 10-150 , w>^§V»l^ 25-100^ 
^» *fi^tM}. 

<49> (B) ^ ^|: 

<50> ^ 2 £] ^^^^.^^^(B) 50-500 , 100 
-350 ^IHM- tE];|lcl U ltiqE 10-200 w>fM*MISr 25-150#^» S^Kr 

W"- #7lSb Jftg*ji ^^-^ -H-^- 300-700 ^g=Jf , wl-^^-Tti^ 400-550 Sf- 

<5i> (C) 3fj #71]: 

<52> s ^ ^SAl^l t^, ^^"^Uf. 

<53> (D) J^g*!) #t(|: 
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<54> o]o^, tf^g §1 *) ^#S^.i(C) S]:=-it 

AlHS-^^l^^l-S^.^ 35/3^=- ^Ife 5l£^l=i||f S ii ^/afe 4^ 

<55> Jf^>f|3.Ai — IH^T §l^Al£SH^if^i(C)t A}-g--g- ^-f ZL ^ 7 > 

^8- 1-80 w>^*|*Mlte 5~50 f^^, r= A] n ^ pj] A}-§-^- 

^-r- =L %7}*&£ 10-300 Ul-^^fe 25-200 f-^-^uL, ^\^S. ^JEL-Hf 

A}-g-^- ^.f -J, i$ 7 }B£0- 5-150 f^-^, 50-100 
°H, ^*r*r 3. ^7>^ 10-300 wV^*>7fl^ 50-150 

< 56 > ^7>^ <y^^o]7l^ ^>M- ( iflaflis 3-40 , t>V^*}7flir 5 

~20f^Jf°}tK 
<57> (E) B^J ^741: 

^3*1 §17} -g^sH, ^]#^<?1 ^j£» -B-^l-s>7l 41*!<M ^ 

^-^^^i ^s, ^ pH^l •§-# sim^ ^1- ^s>sq o. 
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<60> ^ f ^oj) 4= b^^a] ^)]^- ^-^01 ^l^o.g. 7 ^^. ^ 

«*H <3^, ^t, tfl# ^ ^ ^J-^l ^§£, ig- 
^i^cq ^5L, -ir#^^# ^ tiH ^S. ^nf ^ tJ.<g=-£ "fl7fl ^ ^ JUB^H 3^*1 

^€ ^ 5a^-v+, ^ ^^o] ^.^}E£ O.lmg/^U^ 13 ^) 

SE^r 0.2mg/^(l2) 1^ Jf^)<q <^o s ^c^^ «}^-3|^-rf. 

<63> 42 *H] 1 



<65> ^XJ- ^^.A] 0 .2g 

<66> S^-AV 5]£fAl£SH14fSii(A) 10g 

<67> xygv£ *]^^]^^^€€»S-$-^(B) 65g 

<68> -n-^ 99. 8g 

<69> ^BW«l=]«l*MS. 15g 

<70> Met o lose 60SH-4000(A) 15g 
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20g 

2g 

<73> ^S-A]^- ^^.7]^ (ofl^: #=8:2) 60mH *r*] 4i ^7]ofl = 1H* 

Al£S^iilt^i(B), Metolose 60SH-4000(A), #&M]1i^«l*NH» ^f, 

ol^l S^M* $7>SH S^tb S^VSt^. o] ^3:^ ^^tb 

^IMlS. Metolose 60SH-4000(B)*1- ^b)]6>^^>zlv11#^: 7>^M Tfl^t!- tf^- t=J-;§ 

7lS 1^ ^5.^1 0.2mg-g: ^-ft-s^ *|4^ ^>fl» <2&3-. 

<74> ^A}<^1 2 




055579 



Metolose 60SH-4000(B) 
<72> ^i^oV^xi-pVzivil^ 



<76> <gA> ^-4:3. A] 0.2g 

<77> n^-Aj- ^^^^^.^^^^^^^(a) 10g 

<78> aig-A]- -&1 A] ^S.^ ^ ^ ^l-s.^.^(B) 60g 

<79> -fr^ 94. 8g 

<80> -I^M^l^H 15g 

<8i> ^ 20g 

<82> ^of^A]-^^ 2g 
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#^ Qx}: 2004/6/25 



<83> £a> ^s^l-i- -£^-fi-7] -g-nfl ( 6f| ^ : f-=8 : 2) 50roH #31*] ^91 ^ *J7H 

^HRt ^^tf. 
<84> ^X\6% 3 



<87> S^-A]. = ^-Al ^] ^ ^#S^^(A) 20g 

<88> SiH+ *] HSi tfl ^ >a 1-^.^.^(6) 70g 

<89> -fr^ 104. 8g 

<90> #B|>1|^«l-Sf|U)E 15g 

oi> ^^lfe ^■**l=3.*<tt*3..2.i 11 15g 

<92> Metolose 60SH-4000(B) 30g 

<93> ^^^V^^ZLVfl^ 2 g 
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<94> -€a]c4| 4 



<96> <gX}. Tg-^^xj 0.2g 

<97> 3£^-A> -&1^A1HS.^^€€»S^(A) lOg 

<98> h^-av •S-1 = ^1HS.^^|€€1-S.^(B) 55g 

<99> *]S.^-AlSLS.^^^'t#S.^.^(C) 5g 

<ioo> 89 8g 

<ioi> ^eH^ti]T5r]u|H 15g 

<102> ^-^^ ^ 20g 

<103> ^BlloV^Aj-^vil^ 2g 

<104> 5 



<ios> *1 = -^l^^i31-^^>i (Met o lose 60SH4000)» *fl^^] ^7>*>^ ^ ^ 

<ioe> ^^.Ai 0 2g 

<iot> =^a> *l=s.Al=s.^^^^§s.iL^(A) lOg 
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<108> 


-CL 1 — | 1 I -» 


a i| aa-t-j vD,/ OOg 


<109> 


Met o lose 60SH4000 




<110> 




89. 8g 


<111> 




15g 


<112> 




20g 


<113> 




2g 


<114> 


6 





<H6> .^aH 7> 8> 9( 10 



<H7> s^-a> •&}^A1HS.^^1€^»5.^(B)« 20, 30, 40, 50g A>-g-^ ^ ^S^fe, 

<H8> 12, 13 

<119> =^-a> ^1 jel^a] * JL^ n|| % ^sL^am 5, 10, 15g A>-g-tt 3* *H3*KlI^, ^Hl 

25-19 



1055579 



#^ 13*1-: 2004/6/25 



<120> 14 f 15 ( i 6 

<m> t^^ll^Wl^Ult 5, 10, 30g A}-g-$- '^SS\^M.^ t ^cfl 4<^. ig-ig o g 



<122> 1 



4«1M »]Stb tiS^l 0.2mg^r ^-R-^-^ 7]^°\ 7 }^£_ 

tflt&^ H^a]^^ -§-#^1^ ^]2^«^1 ^SH -Al^th}. ^tg^o. ^SflA]^ *\U*A 
500mH -§-a] aafl^ #^^.s.wflo]E 80 ^.^(3-^200) lm£» 3^*1 7}^ ^>-§-W. -§-# 
*1^7flA] 2^1^ ^ 37 d9.5°c, pH 7.2^ <?]Al-<3 <g.^6n 500m£3. a]^^. 



<126> <«.^ig > 
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-g-^Al^l HfAf c ^ S^g € -§-*M^ £°l*lTr £W"Sr ^£51 #2: 

^l 7 ^ ^> -fM-g-nfl ^ ~*,j 7 }- ^ ^^-» -g-Ol^Tll ^Aj 

#7><3 tfj^q ^ g ^ ff«S?.» o]f ^7} & 

^ ^M^JLS ^^oflJE #^>JL SflxlHH ^^§>7fl 7>^> 
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^SF # ^ °^ }: 2004/6/25 

1] 

SLf-S}^ »H (control led or sustained Tamsulosin 

formulation) -9 ^l^lHj: 

2] 

*ili1H #7]tr (B) ^ ^ ( C ) ^ 

3] 

£^ ^]2^<H1 A^H, #7l^ (B) <3^- ^ Si #31 31^ (C) ^ #7jH ^ 



25-22 



1^^)055579 2004/6/25 

4] 

^11* *fl2*J*f| 9X°]*\, ^7lt -§-^7> <§^im^l ^ #5. ol^^l^ 5- 

[.^T 1 "* 5] 

*flr# sife &<>H, ^7l^ (a) £^a> *fl* ^tih^o] stg-AV §)=^-Ai 

^7>^=o] <gxv 1 ^Jfofl tfi-SH 10-150 ^^*}JL, <#7] 

& (B) ^ ^ 2^ ^7^1 oil »]2^ ^ S-^M 2£| nfl ^ %7}*&°] 

^S.^ 1 f^^l 3)*H 50- 500 tiS^l afla^^l. 

I^T 1 "* 6] 

*05lH &<*M, ^7ltb *Hl ^ *fl2^ = = S|-X| £S| ^ ^#3..$.^ ^7>^=o] 

^ fiS^J 1 f^^fol] tfl^H ^ 25-100 f^^f- ^ 100 -350 f^fHfSl *|^§ ^5.^1 

WW 7] 

SE^ ^12*^1 5£<H^, ^7]tb (B) ^ ^ 3r7Hl*|<q ^B^im^t»l*l^H^ 

^7}^o] <*a> fiS^! 1 tfl^-c^ 10-200 ^^^1 
^. 

[^^J- 8] 

^17^ 9X°\*\, ^7]?!: (B) <&^r ^ 2:^ ^r^ofl^o) %7}*&°] 

1 /f^^-oj) tfl-sH 25-100 ^^°d ^1^1^ »]2^. 
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[St 1 * 9] 

TlU^ofl SA^H, -*7l«r ^7>^o] «a>^s.^1 1 tfl«H 150-500 & 

[St 1 -* 10] 

*1)9tN fl°H, -*7l«r -g-*fl^ ^7>^=ol ^t>tiS<l 1 180-300 ^ 

W-^l TUT)!*! ^s^. 

[St 1 * ill 

7l]3*<*ll fl^W, ^7]^- (D) ^§t(| 7fl£^- ^7)H^ ^7>S]fe ^7}^o] ^XV 

^S-tl 1 f^Ofl tflSH, ^7>^ 7j 7)135] =^AV *| = ^ ^MrS-SL + Sr 1~ 

80 f-^-, *1 — ^t"A] 10-300 ^iH 5 -, $s §]^aihs.€€1-s. 

.2.^ 5-150 f^^f , 10-300 ^^-S] ^-iS.A] ^X)^ Tfls*^. 

[St 7 *" 12] 

t«i* £^ tH2*<hi &<>h, A> 7 m <b) <s* ^ 3^ #7fl«*lH -R-^ol ^ ^3.^1 

1 ^INMI *fl*H 300-700 ^^¥-^1 ^7>E]^ *l^Aj ^s.Al TflT)] °] TflS^. 

[St 1 "* 13] 

Till* Tfl2* S^r 7)1 6* S^r T||8* Tflll^- ^ ^. i£d\] tCj-S. ^^^6)1 

Tfl^fe ^-^Al 7|] 7)1. 

[St 1 * 14] 

^13**11 &<T*i, #7]^ Til Til 7> ^Tfl 61 ^^Aj ^"iS-tl Tj|7|l. 
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ito 180 260 300 
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□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADED TEXT OR DRAWING 

□ BLURRED OR ILLEGIBLE TEXT OR DRAWING 

□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

□ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



